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06 yrBep:kaennn GopMbI cO0OLIEHHS 0 3aBEPIICHHH, IPHOCTAHOBJIEHHH HIIH
npeKpaieHHH KIMHHYECKOro HCCIeJ0BARNS JIEKaPCTBEHHOro Npenapara s
MeJHUHHCKOr0 IPHMEHEHH s, OPSAAKa ONYOJTHKOBAHUSA H pa3MellleHHs Ha
opuuHanbLHOM calite MuHHCTepcTBa 31paBooxpanenus Poccuiickoii ®enepaunu B
HH(POPMAUHOHHO-TE/1IeKOMMYHHKAIIHOHHOM ceTH «AHTEpHET» TAKOr0 COO0IMIEeHHs

B cootBercTBum ¢ yactamu 7 u 9 crateu 40 denepanbHoro 3akoHa ot 12 ampens
2010 r. Ne61-©3 «OO6 oOpamieHMH JIEKapCTBEHHBIX CPEICTB» W  HOANYHKTOM
5.2.160 mynxkta 5 TlomoxeHus o MuHHCTEpPCTBE 3IpaBOOXpaHeHHs Poccuiickoii
Denepanuy, yTBEpXKIEHHOro octaHoBiieHUueM [IpaButensctBa Poccuiickoi ®enepanyun
oT 19 mrons 2012 . Ne 608, mp K a3 BI B a 10:

1. YTBepauTs: ,

GopMy coobuieHns ©O 3aBepINCHHH, HPUOCTAHOBIEHUH WM NpeKpalleHuH
KIMHUYECKOTO  MCCIEeJOBaHMs JIEKApCTBEHHOIO TMpernapara IS  MEIUIMHCKOIO
IIPUMEHEHHUs COITIACHO NMpUiIoxeHnio Ne 1 K HacToseMy NpuKasy;

MOPAOK ONMyOJIMKOBAaHMS U pa3MeILleHUs Ha OGHUHUATBHOM caiiTe MuHHCTEpCTBA
3paBOOXpaHeHus Poccuiickoit Qenepaunu B MH(OPMaLHOHHO-
TeICKOMMYHHKAlIMOHHOW  cetn  «lHTepHeT»  coobleHHMs o0  3aBepllieHMH,
MPUOCTAHOBIICHUH WK IPEKPALIEHUH KIMHHYECKOTO HCCIIEAOBAaHUS JIEKAPCTBEHHOIO
npenapara Ajisi MEAUIHHCKOIO IIPUMEHEHHS COTJIACHO MPHIIOKeHHIO Ne 2 K HacToseMy
IIpUKa3y.

2. IlpusHaTe yTpaTMBIUMM CHIy TIIpUKa3 MHHUCTEPCTBA 3/1PaBOOXPAHEHMUS
U couuaiabHOro pasButus Poccuiickon @enepamuu ot 23 aBrycta 2010 r. Ne 703m
«O6 yrtBepxaeHMH (OPMBI COOOIIEHWS O 3aBepIUEHHH, IPHUOCTAHOBIEHHH WU
OpeKpalleHuy  KIMHUYECKOrO  MCCIEJ0BAaHMA  JIGKapCTBEHHOrO  Iperapara  Juis
MEIULIUHCKOTO  NPHUMEHEHMs»  (3aperucTpupoBaH  MHUHHCTEPCTBOM  FOCTHIUH
Poccuiickoii ®enepanun 10 cenrsdps 2010 r., pericrpaunonnsi Ne 18411).

Munuctp M.A. Myparuiko
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ITpunoxenue Ne 1
K IIpHKa3y MUHHCTEPCTBA 3ApaBOOXPaHEHUS
Poccuiickoii @enepanuu

oT « /7% V@/zﬁg@e 2028T. No /541

®opma

Cooﬁmelme 0 3aBCPIICHHH, NIPDHOCTAHOBJICHHUH HJIH NPEKPAaIeHHH KJIHHHUYECKOI o
HCCJI€A0BAHHSA JICKADCTBCHHOI0 Npenapara aJis MeAHLHHCKOIo NPpHUMEHCHUSA

HMudopmanus o6 opraHusanuy, IONy4YHMBIIEH paspelleHHE  yIOJIHOMOYEHHOTO
¢enepanbHOro opraHa HCHONHUTENBHOM BIAaCTH HAa OPraHM3alMIO  IIPOBEACHHS
KIIMHUYECKOI0  MCCIENOBaHUs  JIGKAPCTBEHHOTO Ipermapara Ui MeEIULIMHCKOIO
NpUMEHEHHUs (Jalee COOTBETCTBEHHO — OpPraHU3aTop KIMHHYECKOTO HCCIIENOBaHMS,
KIMHHYECKOE MCCIIeIOBAHKE, IEKapCTBEHHBIN nperapar):

IlonHOE HaMMeHOBaHHE OPraHWU3aToOPa KIMHHYECKOrO
UCCJIeIOBaHHUS
HOpuaudecknii agpec opraHuzaropa KIHHHYECKOTO
HCCIIEJOBaHHUA:

ITonHoe Ha3BaHNE KIIMHUYECKOTO HUCCIICAOBAHUA:

I/IlIeHTH(i)HKaHHOHHBIﬁ HOMCp, HauMMEHOBaHHE H [Jara IIPOTOKOJIa KIMHUYECKOrO
HCCIICOOBAHUSA:

JlaTa NpuUHATHA pellleHHus O BblJave paspelleHds Ha
IIPOBEICHHE KIMHUYECKOTO HCCIIEJOBAaHUSA K €ro | « » 20 .  Ne
HOMeD:

Onucanne KIMHAYECKOTO HCCIICAOBAHUA:

Knuauyeckoe UccieioBaHNe C LEJIbI0 PErHCTPAIlUH Ha Hert
JIEKapCTBEHHOTI'O IIpernapara ,

HccnenoBanue 6MO3KBUBATEHTHOCTH M (WITH) TEpAaNeBTUIECKON Ha Her
OKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO Mpemnapara

Mex1yHapoaHOE MHOTOLIEHTPOBOE KJIMHUYIECKOE HCCIe10BaHUe Ha Het
JIEKapCTBEHHOTIO NIpenapara

MHOroneHTPOBOE KIMHHYECKOE FCCIIEA0BAHUE JIEKAPCTBEHHOTO a Hert
Ipernapara
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HOCTpeFI/ICTpaI_[I/IOHHoe KIIHMHUYCCKOC UCCIICIOBaHUE I[a Hert
JICKapCTBCHHOTIO IIpCIiapara

JIexapcTBeHHBIH npenapar

HavnMeHnoBaHMe ekapCcTBEHHOTO ITpenapara (XMMHYECKOe,
rpyNIHUPOBOYHOE (TIPY HAJIUIHH ), HITH MEXTyHAPOIHOE
HenaTeHTOBaHHOE (IIPYU HAJIUYMH ), UK TOProBoe (IPH HATHYUH )

JlexapcTBenHas ¢opma:

IIO3I/IpOBKa JICKapCTBCHHOI'O IIpenapara:

Croco6 BBeJeHHUS JIEKapCTBEHHOTO Tperapara:

CocTaB 1eKapCTBEHHOTO IIpenapara:

Llenp KIMHUYECKOTO UCCIIEAOBAHUS:
1) ycraHoBiIeHHEe O€30IIaCHOCTH JIEKAPCTBEHHOIO Mpenapara Uil
3J0POBBIX JOOPOBOJNBIEB U (WUIIN) MEPEHOCUMOCTH €ro 3J0pOBEIMH Ha Het
NOOpOBOJIBIIAMM, 33  HCKIIOYEHHEM  TaKOro  HCCIIeJOBAHHS
JICKapCTBEHHOI'O  IIpelapara, IPOU3BEIEHHOIO 3a IpejeaMH
Poccutickoli @enepanuu
2) nombop ONTHMANbHBIX JO3MPOBOK JIEKAPCTBEHHOrO Nperapara u
Kypca Je4YeHHs I IMaUMEeHTOB C OINpeaesieHHBIM 3a00JIeBaHHEM, a Her
ONTHMANBHEIX J03 U CXEM BaKUMHAIUU HMMYHOOHOJOTHUYECKHM
JIEKapCTBEHHBIM IIPENIapaToOM 30POBBIX JOOPOBOJIBIIER
3) ycraHoBileHHe 6€30IacHOCTH JIEKAPCTBEHHOTO IMpenapara M €ro
3} (eKTUBHOCTH IS MAlMEHTOB C ONPEEIEHHBIM 3a00JIeBaHHeM, Jla Her
NpopUIaKTUIEeCKOH  3PQPEKTUBHOCTH  MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O IIpenapara i 3J0POBBIX J0OPOBOJIBIEB
4) u3ydyeHHWe BO3MOXHOCTH  paCIIUPEHUs  IIOKA3aHWUM  JJIs
MEIULUHCKOIO IPUMMEHEHHS U BBUIBJICHHUS paHee HEM3BECTHBIX Ha Her
NOOOYHBIX  AEHCTBUH  3aperMCTPUPOBAHHOIO  JIEKAPCTBEHHOIO
npenapara

CpOKI/I IIPOBCACHHNA KIIMHHYCCKOI'O HCCIIeJOBAHUA:
lIaTa HaJjala MMpOBEACHUA KIHHHUYCCKOI'O HCCIICA0BaHUA:

llaTa 3aBCpIICHUA, HIIM NPEKpaLeHUs, WIA NPUOCTAHOBKM IIPOBEACHUS KIMHUYECKOIO
HCCIICAO0OBaHUA:

KomnngectBo INalUEHTOB, IIPUHABHINX YYAaCTHC B KIUHUYCCKOM HCCIIEJOBAHUU , A3
HUX paHAOMHU3UPOBAHHEBIX
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Onucanne KIWMHHYECKOTO HCCIICAOBAHHUS O IPUYHH, MOBJIEKIIUX K €ro 3aBCPLICHUHIO,
HPHOCTAaHOBJICHUIO UM IIPEKPAIICHHUIO!

Hudopmanus o MEAUIMHCKON OpraHHM3allMyd WM MepevyHe MEIWIMHCKUX OpraHu3aIlHii,
HIPOBOJUBINMX KIIMHUYECKOE UCCIIel0oBaHNE (aree — MeAULIMHCKAs OpraHU3alys):

IlonHOE HaMMEHOBaHKE U IOPUANUECKIH aipec
MeJULIMHCKON OpraHM3aluH (C yKa3aHHeM
IIOPSIAKOBOrO HOMEpa MEIULIMHCKON OpraHU3alliH,
COJZIEpIKAILErocs B pa3pellieHNH Ha POBe/ICHHE
KIIMHAYECKOTO UCCIIEIOBAHHUS ):

®amMunus, UMs, OTYECTBO ([IPH HATHIUH )
PYKOBOJAMTENSA MEAULIMHCKON OpraHN3alliu:

Howmep, nata 3axiitoueHus 10roBopa o NMpOBeICHUH
KJIMHUYECKOT'O UCCIIEIOBAHUS B CPOK €T0 AEHCTBUA:

I_[aHHBIe HCCJICN0BaTC/IAA NIIH I/ICCJIeI[OBaTeJ'[eI‘;I, coUucciieoBarels Ui CoMccleaoBaTeiei
B MEIULUHCKOM opraHusainn (B COOTBCTCTBUH C NOPAAKOBBIM HOMEPOM MeOULIMHCKOM
opraHmsanuy, COACpXallluMCsA B pPa3spelicHUM Ha NPOBCIACHHE

UCCTICIOBAHNS ):

KIIMHHUYCCKOT O

HccnenoBaresb:

®amunus, UMs, 0OTYECTBO (IIPU HATHYIHUH ):

Mecto paboTsl:

3aHnMaeMas JOJIKHOCTB:

CroenmnanbHOCTh:

Craxx paboThI 110 IporpaMMamM KIMHHYECKHX
VCcCcleIOBaHUM:

IlepeyeHb KTUHUYECKUX UCCIIEIOBAHUM, B KOTOPBIX
UccllefjoBaTeb MPUHAMAI y9acTHE B KAYECTBE
UCCIIeIoBaTeNs WIH cCouccienoBaTes (¢
yKazaHHeM HauMeHOBaHUsA, AaThl U
UAECHTUPHKAITMOHHOTO HOMEPa IPOTOKOJIA
KJIMHIUYECKOI'0 UCCIIEIOBAHHS,

repuoja y4acTus)

Coucciienosareln:;

®amunusi, UMsi, OTYECTBO (TIPH HATUYHH ):

Mecto paboTsbi:
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3aHumMmaemas JOJDKHOCTB!

CroenuanbHOCTh:

Crax paboTsI 110 IporpaMMaM KIMHHYECKHX
HCCIIEJOBAHAM:

IlepeueHb KIMHUYECKUX HCCIIENOBAHUI
JIEKapCTBEHHBIX IIPenapaToB, B KOTOPBIX
CoMcCCIIeIoBaTeNb IPUHUMAT YIacTHE B KAYECTBE
UcclleJoBaTeNs WIK couccienoBaTens (c
yKa3aHHUeM HauMEeHOBaHUSA, AaThl U
UAEHTU(GUKAITMOHHOTO HOMEpa

IPOTOKOJIA KIIMHUYECKOTO HCCEI0OBaHUS,
NEpUOJAA YUaCTHs)

PesyanaT KIITHHHYCCKOI'O UCCIICAOBAaHUS .

3aBepiieHHe KIMHAYECKOTO UCCIIeI0OBAHMS Ha Her
IIprocTaHoBNeHHEe KIMHAYECKOTO MCCIIET0BAHMS Ja Her
IIpexpallieHue KIMHUYIECKOT0 HCCIIeTOBaHUS Ha Her

Bausnue 3aBEPLICHUS, IIPUOCTAHOBJICHUA UK ITIPEKPAILLICHUS KITHHHYECKOI'0O

HCCJICIOBAaHUA HA OUEHKY pPE3YJIbTATOB KIIMHUYECKOIO HCCIICAOBAaHUA:

HpI/I‘-IPIHBI 3aBEPLICHUA, HITH IIPUOCTAHOBICHHUA, HJIH MTPCKPAICHU KINHUYECKOTO

HCClieIOBaHHUS:
bezomacHoCTh Jla Her
Huzkas s pexTuBHOCTH Ha Her
HccnenoBanne He HA4al0Ch Ha Her
HHple npryuHE (C YKa3aHHEM) Ha Her

(m—me TNPHYKUHBI 3aBCPLICHH, WIH TIPHOCTAHOBJICHUA, WX NPEKpAIUCHHUA KIIMHUYIECKOT O I/ICCJ'IG}.IOB&HPIH)

O6HIE[$I OIICHKa PE3YJIbTATOB KIMHUYCCKOI'O HCCICAOBAHU:

OOmiast oueHKa pHCKa M OXHIAEMOH IOJIb3bI

OT IIPUMCHEHHSA HCCICAYEMOro




JIEKapCTBEHHOTI'O IIpEIiapara:

IIpeanonaraemsble ganbHEHINNE JEHCTBUS:

I[aTa BO300OHOBJICHHUSA NPpOBEAEHNA KIMHUYECKOTO HMCCIICAOBaHHUA, B ClIydae €ro
MPpHOCTAaHOBJICHUA:

CokpallleHHBIHM 0TYeT 0 KIIMHUYECKOM MCCIIeTOBAHUHI
HuzaliH ~ KJIMHUYECKOTO
UCCIICTOBaHMUS

Pe3y.HBTaT KIIMHUYECKOTO

HCCIICA0OBaHUA:
(IOMKHOCTH YIOJITHOMOYECHHOTO (nojmuce) (pamunus, nms, (mata
JIMla opranu3aropa KIHHHYECKOT 0 OTYECTBO (11pH HOIIUCAHNSA)

UCCIIEIOBaHNs) HaJINYHH )




[Ipunoxenue Ne 2
K IIpuKa3sy MuHHCTEpCTBa 3/1paBOOXpaHeHHS
Poccuiickoit ®enepamuu

OT « /» b bzpes 202581 No /5 4

Iopsinok ony6/1MKOBaHHUS H pa3MellleHHs HA 0PHIMAJILHOM caiiTe
Munncrepersa 3apaBooxpanenus Poccuiickoii ®@exepannu
B MH(POPMALMOHHO-TEJIEKOMMYHHKAHOHHOI ceTH « AHTepHE» COO0IIEHHUSI 0
3aBepIIEHHH, IPHOCTAHOBJICHHH WJIH NpPeKpalleHHH KIHHHYECKOro HeeIeJOBAHUS
JIEKAPCTBEHHOI0 Npenaparta 1Ji MeAHIHHCKOr0 NpHMeHeHHs

1. Coobmenve o 3aBeplleHHM, NPUOCTAHOBIEHMH WIM IIPeKpalleHUH
KIMHMYECKOIO  HMCCIIENOBAHUS  JIGKAPCTBEHHOIO Tperapara [Ajis  MEeIUIMHCKOIO
npuMeHeHus (manee — cooOlleHne) onyOINMKOBBIBACTC U pa3MelaeTcss MUHHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoii @enepanun B (opMe DSJIEKTPOHHOTO JOKYMEHTA B
popmare pdf mmm snekTpoHHOro obpasza JokymeHTa B ¢opmare pdf Ha oduuHaIEHOM
caiiTe MunucrepcTtea 3apaBooxpaHenus Poccuiickoii ®Pexpepaiu B MH(pOPMAIMOHHO-
TEeJIEKOMMYHHUKaIMOHHOM ceTu «VIHTepHeT» o afpecy https://minzdrav.gov.ru.

2. Pazmemenue 51 onybIuKoBaHUe coo0IIeHUs OCYILLIECTBIISIETCS
MunucrepctBoM 3apaBooxpanenus Poccuiickoit denepaunu B cpok, He NMPeBHINAIOIIUINA
natd pabouumx JHEH co OHA ero IosydyeHHs Ha OGyMaKHOM HOCHTeENE IOCPEACTBOM
II0OYTOBOM KOPPECHOHIEHIIMM MM B (OpME 3IEKTPOHHOrO JTOKYMEHTA, HOMIIHMCAHHOIO
YCUIIEHHOW KBalIU(pHIUPOBAHHON 3IIEKTPOHHOM MOIUCHIO, Ha Ipec 3JEKTPOHHON IIOYTHI
Munsapasa Poccnn.

3. DNEKTPOHHBIE JOKYMEHTHl M 3JEKTPOHHBIE 00pa3sbl JOKYMEHTOB [IOJDKHBI
HMETh PacnopoCTpaHeHHbIE OTKpBITbiE (opMaThl, O00ECIEUYHUBAIOIIHNE BO3MOXHOCTD
IIPOCMOTPa BCEro JAOKyMeHTa 1H00 ero ¢parmMeHTa cpeacTBaMud OOGIIEAOCTYIIHOIO
IpOrpaMMHOro  oOecleYeHUuss TMpocMOTpa HH(GOpMAalUH, - M HE [OJDKHBI OBITH
3aliM(poBaHEl MM 3alMINEHbl CPEACTBaMH, HE [O3BOJSIOUIMMHM  OCYIIECTBUTH
O3HAKOMJICHHE C HUX COJIEPXHUMBIM 0€3 JONOJHHUTENBbHBIX MPOTPaMMHBIX  HJIH
TEXHOJIOTUYECKUX CPECTB.

4. He noanexar pa3MmelieHUIO M ONMyOJIMKOBAaHHIO CBEAEHHS, COCTABIIAIOLIME
TOCY/JapCTBEHHYIO U HHYIO OXPaHsSEeMYIO 3aKOHOM TaiHY.




